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DETAILED ACTION 

Claims 1-5 and 9 are under consideration in this application. 

Claims 6-8 remain held withdrawn from consideration as being drawn to nonelected 
subject matter 37 CFR 1 .142(b). 

Election/Restrictions 
The restriction requirement is deemed sound and proper and is hereby made FINAL. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

Claims 1-5 and 9 are rejected under 35 U.S.C. 102(a) and/or (e) as being anticipated by 
Lee et al. for the reasons set forth in the previous Office action. 

Again, Lee et al. teach the compound by structural formula (note column 3, lines 20-34) 
which embraces the claimed isomer. Further, Lee et al. teach that instant salt is water soluble. 
Hence, the claimed isomer and its hydrates are deemed to be anticipated therefrom. 

Contra to applicants' arguments in the instant response, where a reference describes a 
sufficiently limited genus of a number of compounds closely related to another in structure, the 
reference may be said to provide a description of those compounds just as if they were identified 
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in the reference by name. In re Schaumann, 572 F.2d 312, 197 USPQ 5 (CCPA 1978). 
Accordingly, in the instant case, since the formula has one asymmetric carbon, one merely has to 
select from two possible optical isomers to arrive at the claimed invention. 

The factual situation here is well within the "Petering doctrine": In re Petering et al., 49 
CCPA 993, 301 F.2d 676, 133 USPQ 275 (1962). There the court affirmed a 102(b) rejection on 
the ground that the prior art, while it did not expressly name applicants' claimed compounds, did 
describe such a limited class of only twenty compounds "that one skilled in this art would at 
once envisage each member of this limited class, even though this skilled person might not at 
once define in his mind the formal boundaries of the class as we have done here" (133 USPQ at 
280). Here we do not have anywhere near twenty possible compounds within the limited class 
described by the references. 

Applicants appear to couch their arguments in terms of the process of making. However, 
applicants are claiming compounds. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-5 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable oyer the 
combined teachings of Lee et al. in view of Ettema et al, Foster and Campbell et al. 

Again, Lee et al. teach the compound by structural formula having the same use which 
embraces the claimed isomer. Note example 1 therein. Foster and Campebell et al. teach that 
amlodipine have a chiral center at C4 in the dihydropyridine ring, and thus can exist as optical 
isomers. Note, for example, column 2, lines 5-25 of Foster or the bridging paragraph of columns 
1-2 of Campbell et al. Further, Ettema et al. teach that analogous salts of amlodipine are known 
to exist as anhydrates or hydrates. Hence, the claimed particular isomer as well as its relative 
selectivity of properties vis-a-vis the racemate are suggested by the references. It would appear 
obvious to one skilled in the art in view of the asymmetric carbon atom that compounds of this 
structure would be a racemate composed of equal amounts of optically active antipodes and that 
resolution of the resolution can be done using conventional methods. 

The Declaration of Ha, filed January 5, 2007, while interesting, is of little if any 
probative value because it fails to show any unexpected or unobvious properties for the claimed 
isomer. As discussed supra, applicants are claiming compounds and not processes of preparing. 
Foster et al. teach that the (-)isomer is more active than the (+)-isomer. 

With respect to one isomer being essentially inactive, it will be seen that in the third 
paragraph from the end of In re Adamson, 125 USPQ 133, the court states that the affidavit 
therein shows the laevo-isomer to be about twice as active as the racemate and the dextro-isomer 
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to be virtually inactive, as antispasmodics. The court found that the prior art reasonably 
suggested the result shown in the affidavit. In the penultimate paragraph of the decision, the 
court comments that "in establishing that fact experimentally, appellants have done no more than 
is suggested by the prior art and have ascertained no more than what would be expected by one 
skilled in the art, i.e., the activities are different. In the instant declaration, applicants merely 
show that the X-ray diffraction patterns are different. Applicants have failed to show any 
unobvious properties of claimed isomer vis-a-vis the racemate. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-5 and 9 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Again, claims 1-5 and 9 contains the trade name amlopidine. Where a trademark or trade 
name is used in a claim as a limitation to identify or describe a particular material or product, the 
claim does not comply with the requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte 
Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trade name 
cannot be used properly to identify any particular material or product. A trade name is used to 
identify a source of goods, and not the goods themselves. Thus, a trade name does not identify 
or describe the goods associated with the trademark or trade name. In the present case, the trade 
name is used to identify/describe a compound having a specified chemical structure and, 
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accordingly, the identification/description is indefinite. Only the IUPAC name is the proper 
identification of chemical compounds. 

Applicants merely assert that the name has been issued in other patents. This is not 
persuasive because the allowance of one application has no bearing on another application. 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia L. Morris whose telephone number is (571) 272-0688. 
The examiner can normally be reached on Mondays through Fridays. 

The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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